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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) IVIONTHS from the mailing date of this communication. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )|3 Responsive to communication(s) filed on 09 February 2007 , 
2a)\3 This action is FINAL. 2b)ISI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 6-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim{s) 6-13 is/are rejected. 
?)□ Claim{s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification Is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required If the drawing(s) Is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19{a)-(d) or (f). 
a)n All b)\J Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Sumnnary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review {PTO-948) Paper No(s)/Mail Date. . 

3) □ Infomiation Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Infomial Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20070430 



JippRcation/ConmC^NumBer 10/679,146 
JlrtVnit: 16S7 



(Page 2 



DETAILED ACTION 

1. Applicants' response and amendment filed 09 February 2007 to the Office Action mailed 1 1 
August 2006 is acknowledged and entered. . The text of those sections of Title 35 U.S. Code not included 
in this action can be found in a prior Office action. 

2. In view of applicants' amendments and remarks filed 09 February 2007, the following 
rejections in the Office Action mailed 1 1 August 2006 are hereby withdrawn: 

the obviousness-type double patenting rejection to claims 6-13 over Claims 21-25 of the co- 
pending U.S. Non-Provisional Application Number 10/922,522; 

rejection of Claims 6-13 under 35 U.S.C. § 102(b) as anticipated by or, in the alternative, under 
35 U.S.C. § 103(a) as obvious over Bezruchko et al. (SU 1306947 A). 3. 

3. Since rejections to Claims 6-13 under obviousness-type double patenting and under 35 
U.S.C. § 102(b)/ 35 U.S.C. § 103(a) in the Office Action mailed 1 1 August 2006 have been 
withdrawn in the instant Office Action, applicants' arguments pertaining to those rejections in 
response filed 09 February 2007 to Office Action mailed 1 1 August 2006 are moot. 

4. Presentation of application identification data in the header of each page of the response and 
amendment is appreciated. 

CLAIMS STATUS 

5. Claims 1-5 and 14-31 have been cancelled. 

6. Claim 6 has been amended. 

7. Claims 6-13 are pending and are examined on merits. 

Claim Rejections - 35 USC§ 102/103 

8 This appUcation currently names joint inventors. In considering patentabihty of the 
claims under 35 U.S.C. § 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR §1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. § 
103(c) and potential 35 U.S.C. § 102(f) or (g) prior art under 35 U.S.C.§ 103(a). 
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9. Claims 6-13 are rejected under 35 U.S.C. § 102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. § 103(a) as obvious over Roth et al (U.S. Patent 5,545,535) with evidence 
provided by Mansour (U.S. Patent 4,665,024). 

Claims recite a method of differential staining and observation to enumerate the total live 
bacteria in a sample through differential staining whereby dead and live cells are differently 
stained. 

Regarding claims 6-13, Roth et al. teach a method to distinguish dead and alive Gram 
negative and Gram-positive bacteria in two different sample by mixing the bacteria culture with 
staining reagents comprised of buffer, cyanine fluorescent dyes, a surface-active agent and 
EDTA. Roth et aL further teach that one of the fluorescent dyes stains only the live bacteria, 
whereas other dye stains both live and dead bacteria, whether Gram positive or Gram negative 
(See Abstract). Furthermore, since the samples applied in Roth et al. patent are related to 
determination of bacteria associated with blood cells, inherently. Roth et al. teach determining 
live and dead bacterial cells in a clinical sample (Column 2, Line 65 to Column 3, Line3), Also 
since these stains are applicable to microbial samples in any fluid, e.g., a growth medium, a body 
fluid or a buffer, any suitable dye combination may be applied and the cells are first examined 
with phase contrast followed by examination under fluorescent hght (See U. S. Patent 4.665,024, 
Colunin 3, Lines 41-67), Roth et al. teach with supporting evidence from Mansour inherently 
teach staining in the pH range including pH 4.5. and collecting information under scattered light 
followed by fluorescence light. Thus, Roth et al. with supporting evidence from Mansour, teach 
each and every element of claims 6-13. 

However, even if the reference and claimed methods are not one and the same and there 
is, in fact, no anticipation, the reference method and different steps thereof would, nevertheless, 
have rendered the claimed method obvious to one of ordinary skill in the art at the time the 
claimed invention was made in view of the fact that the reference teaches the same steps to 
differentially stain the collected with fluorescent dyes and obtain the count in each stained 
preparation to differentiate between the total bacterial/microbial count and eliminating the dead 
ones. Thus, the instantly claimed method is obvious over the teachings of the reference because 
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reference teaches the same steps applying same components and procedures as are instantly 
claimed. 

Accordingly, the claimed invention as a whole was at least prima facie obvious, if not 
anticipated by the reference, especially in the absence of sufficient, clear, and convincing 
evidence to the contrary. 

From the teachings of the reference cited supra, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

10. The prior art made of record and not relied upon is considered pertinent to Applicants' 
disclosure. 

• Roth, B. et al. Bacterial Viability and Antibiotics Susceptibility Testing with SYTOX 
Green Nucleic Acid Stain, Applied and Environmental Microbiology, Volume 63, 
Pages 2421-2431, 1997. 

• Suiter, M.L.T. et al. Fluorescence Monitoring of Antibiotic- Induced Bacterial 
Damage Using Flow Cytometry. Cytometry, Volume 35, Pages 235-241, 1999. 

• European Patent AppUcation EP 1 136 563 A2 by Inoue et al. filed 20 March 2001. 

• Bandla et al. USPGPB2004/0142398. pubhshed 22 July 2004. 

CONCLUSION 

1 1 . For the aforementioned reasons, no claims are allowed. 

12. Any inquiry conceming this communication or earlier communications from the examiner should 
be directed to Examiner Kailash C. Srivastava whose telephone number is (571) 272-0923. The examiner 
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can normally be reached on Monday to Thursday from 7:30 A.M. to 6:00 P.M. (Eastern Standard or 
Daylight Savings Time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Dr. 
Jon Weber can be reached at (571)-272-0925 Monday through Thursday 7:30 A.M. to 6:00 P.M. The fax 
phone number for the organization where this application or proceeding is assigned is (571)-273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
may be obtained from the Patent Application Information Retrieval (i.e., PAIR) system. Status 
information for the published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto. gov . Should you have 
questions on access to the Private PAIR system, contact the Electronic Business Center (i.e., 
EBC) at: (866)-2 17-9 197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN 
USAJOR CANADA) or 571-272-1000. 




Uash C. Srivastava, Ph.D. 
^tent Examiner 
Art Unit 1657 
(571) 272-0923 

30 April 2007 ^ ^ _ 

-"DAVID Wl. NAFF 
PRIMARY EXAMINER 

ARTUNIT^^'^ ' 
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